§872.3140

(b) Classification. Class |. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[52 FR 30097, Aug. 12, 1987, as amended at 59
FR 63008, Dec. 7, 1994]

§872.3140 Resin applicator.

(a) ldentification. A resin applicator is
a brushlike device intended for use in
spreading dental resin on a tooth dur-
ing application of tooth shade mate-
rial.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise represented as ster-
ile, it is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exceptions of §820.180, with respect
to general requirements concerning
records, and §820.198, with respect to
complaint files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13830, Apr. 5, 1989]

§872.3150 Articulator.

(a) ldentification. An articulator is a
mechanical device intended to simu-
late movements of a patient’s upper
and lower jaws. Plaster casts of the pa-
tient’s teeth and gums are placed in
the device to reproduce the occlusion
(bite) and articulation of the patient’s
jaws. An articulator is intended to fit
dentures or provide orthodontic treat-
ment.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise represented as ster-
ile, it is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exceptions of §820.180, with respect
to general requirements concerning
records, and §820.198, with respect to
complaint files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13830, Apr. 5, 1989]
§872.3165 Precision attachment.

(a) ldentification. A precision attach-
ment or preformed bar is a device made
of austenitic alloys or alloys contain-
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ing 75 percent or greater gold and met-
als of the platinum group intended for
use in prosthetic dentistry in conjunc-
tion with removable partial dentures.
Various forms of the device are in-
tended to connect a lower partial den-
ture with another lower partial den-
ture, to connect an upper partial den-
ture with another upper partial den-
ture, to connect either an upper or
lower partial denture to a tooth or a
crown, or to connect a fixed bridge to a
partial denture.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[52 FR 30097, Aug. 12, 1987, as amended at 59
FR 63008, Dec. 7, 1994]

§872.3200 Resin tooth bonding agent.

(a) ldentification. A resin tooth bond-
ing agent is a device material, such as
methylmethacrylate, intended to be
painted on the interior of a prepared
cavity of a tooth to improve retention
of a restoration, such as a filling.

(b) Classification. Class I1.

§872.3220 Facebow.

(a) ldentification. A facebow is a de-
vice intended for use in denture fab-
rication to determine the spatial rela-
tionship between the upper and lower
jaws. This determination is intended
for use in placing denture casts accu-
rately into an articulator (§872.3150)
and thereby aiding correct placement
of artificial teeth into a denture base.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise represented as ster-
ile, it is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exceptions of §820.180, with respect
to general requirements concerning
records, and §820.198, with respect to
complaint files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13830, Apr. 5, 1989]
§872.3240 Dental bur.

(a) ldentification. A dental bur is a ro-
tary cutting device made from carbon
steel or tungsten carbide intended to
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